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DETAILED ACTION 
Remarks 

This Office Action fully acknowledges Applicant's remarks filed on December 6 th , 
2007. Claims 1-6, 8-14, and 21-27 are pending. Claims 7 and 15-20 have been 
cancelled. Claims 25-27 are newly added. Any objection/rejection not repeated herein 
has been withdrawn by the Office. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 9 recites the limitation "the reagent". There is insufficient antecedent 
basis for this limitation in the claim. 

Claim 11 and 22-24 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The input light guide height and light 
transmission segment height are indefinitely recited. Claim 1 1 recites that the input light 
guide height extends from a bottom surface to a top surface, and the light transmission 
segment extending from a bottom surface to a top surface. The bottom and top surface 
of what? Applicant has not established structural surfaces, walls, or otherwise to the 
light guides or light transmission segment recited. Applicant must positively establish 
structure to the light guides and transmission segments so as to give them their heights 
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from one surface to another. This is likewise seen in claims 22-24 with respect to the 
venting cavity width and main cavity width. The first and second sides are indefinitely 
recited as no such structure has been established with the respective portions. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Claims 1, 3-5, 8, 11, 13, 14, 25, and 27 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Lemelson (4,803,992). 

Lemelson discloses a catheter or device 10 with an elongated housing 1 1 (lid 
with respect to claim 1) that includes a cable 21 that is formed of four separate light 
pipes 22 (enclosed input light guide of light pipe 22 and enclosed space of catheter 
walls between light pipe exit and the reflector), 24, 26, and 28 (enclosed output light 
guide of light pipe 28 and enclosed space of catheter walls between reflector and light 
pipe 28 inlet). Lemelson further discloses that a cavity 16 is formed in the front end 
portion 13 that allows light energy to be directed therethrough to scan fluent material, 
such as body fluid existing in the cavity (line 38, col. 3 - line 2, col. 4; fig. 1 ). Lemelson 
also discloses that the device contains a plurality of reflecting surfaces 14 (input 
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reflector) and 15 (output reflector) for respectively receiving light energy passed through 
the lens 23 of light pipe 22 from a source light and is then directed to reflect off 
reflecting surface 15 to receiving lens of the light pipe 28 along which it passes to a 
photoelectric detector coupled to the other end of light pipe 28 (lines 3-54, col. 4). 

Claims 1-5, 8, 10, 11, 13, 14, and 25-27 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Meserol (EP 0254246 A2). 

Meserol discloses an improved cuvette. Meserol discloses a cuvette 10 in 
combination with a lancet 12, where the cuvette has a top 14 (lid) and a bottom 15, 
closed wall 18, access slot 20 (venting channel connected to the cavity), and a 
cavity 22 (for fluid, such as blood) (lines 25-40, col. 4, figs 1-4). Meserol discloses 
that the cavity 22 may be filled with a medium such as an optically transparent gel 
provided with a reagent test system (lines 8-21 , col. 5). Meserol also discloses 
integrally formed optical elements, such as light beam 30 from source 32, which 
passes through the cuvette (enclosed input light guide is defined in the optically 
transmissive portion of the cuvette where light enters from source 32, and is 
enclosed within the walls of the cavity 22) and is reflected by reflecting prism 50 
(input reflector at about 45 degrees to the input light path) across cavity 22 to 
reflecting prism 48 (output reflector) and back out through the sample cuvette 
(enclosed output light guide is defined in the optically transmissive portion of the 
cuvette where light is reflected back into enclosed area of cavity and and out of the 
cuvette) to optical element 36 (lines 1-42, col. 5; lines 10-41, col. 6, figs 5&6). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



Claims 6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Meserol in view of Naka et al. (6,001 ,307), hereafter Naka. 

Meserol has been discussed above. 

Meserol does not disclose reagent provided on the lid. 

Naka discloses an optical analyzing device in which when the covering 5a is 
transparent and light may be irradiated through the covering, a reagent film impregnated 
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with a reagent may be stuck on the inner surface of the covering 5a (lines 38-46, col. 
10, fig. 1a-b). 

It would have been obvious to modify the Meserol device to include reagent 
provided on the lid such as taught by Naka, such that it would be obvious to place the 
reagent on the lid (or any location), in which location the reagent will come into contact 
with the sample solution as desired. 

Claims 12 and 22-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Meserol. 

Meserol has been discussed above. 

Meserol does not disclose the specific dimension of the light guide, light 
transmission segment, main cavity, and venting cavity as recited in the above claims. 

It would have been obvious through routine experimentation to optimize the 
Meserol device to the dimensions as recited in the claims in order to provide an optimal 
light path through the device. 

Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Meserol 
in view of Lundsgaard et al. (5,525,518), hereafter Lundsgaard. 
Meserol has been discussed above. 

Meserol discloses a lancet for obtaining a sample, but does not disclose that the 
lancet has a second end which deposits the sample into the cavity. 
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Lundsgaard discloses a needle 20 and sampling cavity connected for 
determination of a blood gas parameter in which the needle draws a blood sample 
through aperture 21 and into the conduit 21 down through measuring chambers 300, 
400, 500, 600 (lines 52-67, col. 7, fig. 3). 

It would have been obvious to modify the Meserol device such as taught by 
Lundsgaard to provide the other end of the lancet for deposition of the sample into the 
cavity in order to allow for direct sample deposition on to the test area, so as to avoid 
any loss of sample incurred from taking the pierced patient's skin and wiping sample 
into the cavity. 

Response to Arguments 

Applicant's arguments filed December 6 th , 2007 have been fully considered but 
they are not persuasive. 

With regards to claims 1, 3-5, 7, 8, 11, 13, and 14 rejected under 35 U.S.C. 
102(b) as being anticipated by Lemelson, Applicant traverses the rejection. Applicant 
argues that Lemelson's light pipe is not an enclosed optical communication path 
because of the space between the end of the light pipe 22 and the reflecting surface 14. 
Applicant similarly argues that the end (with lens 29) of the light pipe 28 is not an 
enclosed optical communication path with reflecting surface 15. Examiner argues that 
both are enclosed optical communication paths, as each path is enclosed and the space 
between the respective ends and reflectors is enclosed by the walls 12 of the housing 
1 1 of the device (Fig. 1 ). Applicant also argues that Lemelson does not include a 
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reagent in the format. Examiner asserts that Lemelson discloses a cavity in which 
bodily fluid exists therein to be examined, and such a bodily fluid reads on a reagent in 
the format, and more specifically a reagent within the sample cavity (line 63, col. 3 - line 
2, col. 4). Further, the respective dependent claims are maintained rejected as no such 
deficiencies exist in Lemelson with respect to the independent claims. Newly added 
claims 25 and 27 are rejected for the same reasons as discussed above. 

With regards to claims 1-5, 7, 8, 10, 11, 13, and 14 rejected under 35 U.S.C. 
102(b) as being anticipated by Meserol, Applicant traverses the rejection. Applicant 
argues that Meserol does not disclose any input or output light guide, let alone the 
claimed input and output light guides. Examiner argues that Meserol discloses an input 
light guide defined in the optically transmissive portion of the cuvette where light enters 
from source 32 and is reflected by reflecting prism 50 (input reflector). Examiner further 
argues that Meserol discloses an output light guide defined by the optically transmissive 
portion of the cuvette where light is reflected back by prism 48 (output reflector) and out 
through optically transmissive portions to the optical element 36. Examiner asserts that 
Applicant has not recited any structure to define the light guide by means of any walls, 
surfaces, or otherwise. As such, the optically transmissive portions of the cuvette act as 
a light guide as light is guided through the portions to the respective reflectors and back 
out through optically transmissive portions that guide the light. Further, both such input 
and output light guides are said to be enclosed optical communication paths. Examiner 
argues that in both light guides, the paths are defined in enclosed areas. Light enters 
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through the optically transmissive portion proximate to the source 32, where it is then 
enclosed with the walls of cavity 22, and thereby enters an enclosed area where it 
strikes reflector 50. This is likewise seen in the second portion of the light path (the 
output light guide), where the light is enclosed in the area where light strikes at reflector 
48, passes into cavity 22 where it is enclosed by its walls, and then enters the last 
portion of the optically transmissive cuvette (fig. 5&6, columsn 5-7). Further, the 
respective dependent claims are maintained rejected as no such deficiencies exist in 
Meserol with respect to the independent claims. Newly added claims 25-27 are rejected 
for the same reasons as discussed above. 

With regards to claims 6 and 9 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Meserol in view of Naka, Applicant traverses the rejection as claims 6 
and 9 depend upon independent claims 1 and 8, respectively. Examiner argues that as 
there no such purported deficiencies in Meserol with respect to claims 1 and 8, claims 6 
and 9 are maintained properly rejected as discussed above. 

With regards to claims 12 and 22-24 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Meserol, Applicant traverses the rejection as claims 12 and 22-24 
depend upon independent claim 8. Examiner argues that as there no such purported 
deficiencies in Meserol with respect to claim 8, claims 12 and 22-24 are maintained 
properly rejected as discussed above. 
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With regard to claim 21 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Meserol in view of Lundsgaard, Applicant traverses the rejection as claim 21 
depends from independent claim 8. Examiner argues that as there no such purported 
deficiencies in Meserol with respect to claim 8, claims 21 is maintained properly rejected 
as discussed above. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NEIL TURK whose telephone number is (571)272-8914. 
The examiner can normally be reached on M-F, 9-630. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



NT 



/Jill A. Warden/ 

Supervisory Patent Examiner, Art Unit 1797 



